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THREE-MONTH THERAPY: 

Patients were selected according to the same criteria described in the application 
N. 10/535509. 

Group 1 was treated with acetyl L-carnitine, 4 g/day, Group 2 was treated with 
propionyl L-carnitine 4 g/day. No placebo Group was present. 10 patients for 
each group. 

Data are summarized in the following Table. In the last column the data shown in 
the application for the claimed combination are shown. 

Mean age: 63 ± 2.2 (range 61-66) for Group 1 

64 ± 2.3 (range 61-67) for Group 2. 

No side effects were recorded. 

Statistical analysis was done with ANOVA, with the exclusion of score of IIEF 15, 
DMS and fatigue, which used FRIEDMAN non parametric test. 

S.D. = standard deviation. 

PSV = Peak Sistolic Velocity of right cavernous artery. Left cavernous artery gave 
similar results. 

EDV = End Diastolic Velocity of right cavernous artery. Left cavernous artery gave 
similar results. 

RI = Resistance Index of right cavernous artery. Left cavernous artery gave similar 
results. 

NPT = Nocturnal Erection Duration. 

IIEF 15: International Index of Erectile Function. 

DMS = Depression/ melancholia scale. 
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Measured Variable 


Pre- therapy 


After three months therapy 


Group 1 


Group 2 


Group 1 


Group 2 


combination 
of the 
invention 


PSA tot ng/ml mean ± S.D. 


1 ,83*0,8 


1.76±0,65 


1,7710,7 


1,7710,6 


2.2110.654 


Volume prostate cm 3 mean 1 

S,D. 


14,5±2,6 


15,011,9 


14,612,6 


14,812,4 


14.512.6 


PSV cm /sec mean ± S.D. 
Right cavernous artery 


28.9±1.7 


29.4±2.2 


32.212.2 


33.212.1 


! 33.914.2 


PSV cm/sec mean ± S.D. 
Left cavernous artery 


Results similar to the Right cavernous artery 




EDV cm/sec mean 1 S.D. 
Right cavernous artery 


14.2±2.3 


14.5±2.4 


6.412.2 


7.312.0 


7.113.8 


EDV cm/sec mean ± S.D. 
Left cavernous artery 


Results similar to the Right cavernous artery 




RI% mean ± S.D. 
Right cavernous artery 


50.7±8.4 


50.3111.3 


60.413,8 


61,216,0 


63.717.4 


RI% mean ± S.D. 
Left cavernous artery 


Results similar to the Right cavernous artery 




NPT minutes mean ± S.D. 


85±9 


82±7 


132110 


135113 


1 12.8 1 
16.1 


Total Testosterone nmol 
mean ± S.D. /i 


9.45±0.04 


9.26±0.04 


9.5612.7 


9.1412.2 


15.213.0 


Free Testosterone pg/ml 
mean ± S.D. 


5.38±0.3 


5.38±0.3 


5.4110.3 


5,4510.3 


4.511.1 


LH IU/Lmean 1 S.D. 


8.2±0.3 


7.9±0.2 


8.310.2 


8.010.3 


8.510.7 


Prolactin ! ie 


/ml mean ± S.D. 


7.510.3 


7.5±0.4 


7.610.3 


7.510.2 


7.411.9 


IIEF 15 
Score 
median 
(range) 


Erectile 
Function 


7(6-20) 


8 (6-20) 


12 (7-27) 


13 (7-28) 


16.715.4 


Sexual 
Intercourse 
Satisfaction 


4 (3-6) 


4 (3-6) 


5 (4-8) 


6 (4-8) 


5.311.2 


Orgasm 


3 (2-5) 


3 (2-4) 


5 (4-8) 


6 (4-8) 




Sexual desire 


3 (2-4) 


3 (2-4) 


6 (4-8) 


5 (4-8) 


6.611.3 


General 
wellness 


3 (2-5) 


3 (2-5) 


5 (4-8) 


5 (4-8) 


5.211.5 


DMS III 
median (range) 


7 (5-8) 


6 (4-8) 


5 (2-6) 


5 (3-6) 


4.710.9 


Fatigue scale 
mediana (range) 


3 (1-6) 


3(1-5) 


1 (0-4) 


1 (0-4) 


1.311.1 



Unchanged variables are not shown. 



The following variables changed. 
PSV 



Group 1 significantly lower pre- vs therapy F = 42.6; p<0.01 
Group 2 significantly lower pre- vs therapy F = 20.4, p<0.01 

There are no significant differences between the two groups during therapy. After 
three months, data from these groups are significantly lower than the group 
treated with ALC+PLC, as disclosed in the application in re. (F respectively =11.2 
and 12.7; p<0.01 in each case). 
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EDV 

Group 1 is significantly higher pre- vs therapy F = 42.6 p<0.01 

Group 2 is significantly higher pre- vs therapy F = 45.0 p<0.01 

There are no significant differences between the two groups during therapy. After 
three months, data from these groups are significantly higher than the group 
treated with ALC+PLC, as disclosed in the application in re. (F respectively = 6.7 
and 7.0; p<0.05 and 0.01 in each case). 

RI 

Group 1 is significantly lower pre- vs therapy F = 13.2; p<0.01 

Group 2 is significantly lower pre- vs therapy F = 18,3; p<0.01 

There are no significant differences between the two groups during therapy. After 
three months, data from these groups are significantly lower than the group 
treated with ALC+PLC, as disclosed in the application in re. (F respectively = 8,9 
and 9,9; p<0.01 in each case). 

NPT 



Group 1 significantly lower pre- vs therapy F = 15.4; p<0.01 
Group 2 significantly lower pre- vs therapy F = 9.9; p<0.01 

There are no significant differences between the two groups during therapy. After 
three months, data from these groups are significantly lower than the group 
treated with ALC+PLC, as disclosed in the application in re. (F respectively = 12.3 
and 10.1; p<0.01 in each case) 

IIEF15: erectile function 

Group 1 significantly lower pre- vs therapy q = 14.2; p<0.01 
Group 2 significantly lower pre- vs therapy q = 13.8; p<0.01 

There are no significant differences between the two groups during therapy. After 
three months, data from these groups are significantly lower than the group 
treated with ALC+PLC, as disclosed in the application in re. (q respectively =11.2 
and 12.1; p<0.01 in each case). 

For the remaining parameters of the IIEF 15 there is a trend similar to the one 
observed for the erectile function. 

Same consideration is for DMS and fatigue scale. 

6 MONTHS THERAPY 
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No side effects were recorded. 

Tables la-20a mentioned above comprise 5 treatment groups. 

Groups 1, 2 and 5 relate to the experimental data present in the application as 
filed. 

In Groups 3 and 4, the results "Before therapy" and "During therapy (3 mos)" 
relates to the data filed on March 2007 mentioned above; the data "During 
therapy (6 mos)* relates to the data now filed in response to the pending 
Communication (08.06.2007). 

Please be informed that on Table 5a Groups 2 and 3, "Before therapy" the data 
filed on March 2007 which are 12.4 ± 2.3 and 14.5 ± 2A respectively, are not 
correct because of a typing error; the correct data are 7.5 ± 2.1 and 7.2 ± 2.3 
respectively. 

TABLE la 

Mean serum levels of total prostate-specific antigen (PSA) ng/ml before, during 
and after administration of testosterone undecaonate 40 x 2 mg/day (Group 1); 
propionyl L-carnitine 1x2 g/day + acetyl L-carnitine 1x2 g/day (Group 2), 
acetyl l-carnitine alone 4 g/day (Group 3); propionyl l-carnitine 4 g/day (Group 4) 
or placebo (Group 5), for 6 months. 

Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


PSA ng/m 


1 


Testosterone 


Before therapy 


2.02 ± 0.74 




undecaonate 


During therapy (3 mos) 


2.01 ±0.79 




40 x 2 mg/day 


After therapy (6 mos) 


2.02 ± 0.85 


2 


Propionyl L- 


Before therapy 


2.36 ± 0.87 




carnitine 


During therapy (3 mos) 


2.21 ± 0.654 




1x2 g/day + 


After therapy (6 mos) 


2.33 ± 0.77 




acetyl L-carnitine 








1 x 2 g/day 






3 


Acetyl L-carnitine 


Before therapy 


1.83 ± 0.80 




2x2 g/day 


During therapy(3 mos) 


1.77 ± 0.70 






After therapy (6 mos) 


1.88 ±0.86 


4 


Propionyl L- 


Before therapy 


1.76 ± 0.65 




carnitine 


During therapy (3 mos) 


1.77 ± 0.60 




2x2 g/day 


After therapy (6 mos) 


1,90 ± 0.88 


5 


Placebo 


Before therapy 


1.80 ± 0.77 






During therapy 


1.75 ±0.75 






(3 months) 








After therapy (6 mos) 


1.75 ±0.75 



The results reported in Table la indicate that the treatment with the compound 
tested did not significantly increase blood PSA levels. 
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TABLE 2a 

Mean prostate volume (cm 3 ) as measured by suprapubic ultrasonography and 
calculation of the three diameters, before, during and after administration of 
testosterone undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 
g/day + acetyl L-carnitine 1x2 g/day (Group 2), acetyl l-carnitine alone 4 g/day 
(Group 3); propionyl l-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 
months. 



Data are mean ± standard deviation. 



Group 


Type of therapy 


vjDservauon ume 


.rrosiaLc volume 
(cm3) 


1 


Testosterone 
unucCaundic 
40 x 2 mg/day 


Before therapy 


1 CT O JL Q Q 


uunng tnerapy^o mosj 


i cr cr f\ 
1 J. J XO.U 


/\iter tnerapy \o mosj 


1 C C 4. Q fi 


2 


Propionyl L-carnitine 
1x2 g/day + acetyl 

T .-pa rn if in p 1x2 

g/day 


Before therapy 


15.2 ± 2.7 


During therapy 


1/1 4- O £L 


After therapy (6 mos) 


15.1 ± 3.1 


3 


Acetyl L-carnitine 
2x2 g/day 


Before therapy 


14.5 ± 2.6 


During therapy 
(3 mos) 


14.6 ±2.6 


After therapy (6 mos) 


15.3 ± 2.2 


4 


Propionyl L-carnitine 
2x2 g/day 


Before therapy 


15.0 ± 1.9 


During therapy 
(3 mos) 


14.8 ± 2.4 


After therapy (6 mos) 


15.4 ± 1.9 


5 


Placebo 


Before therapy 


15.6 ± 3.2 


During therapy 
(3 mos) 


15.5 ± 3.4 


After therapy (6 mos) 


15.6 ± 3.3 



The results reported in Table 2a indicate that the treatment with the compound 
tested did not significantly increase prostate volume. 
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TABLE 3a 

Peak systolic velocity (PSV) (mean value in cm/ sec) of the right cavernous artery 
of the penis as measured by dynamic colour Doppler ultrasonography before, 
during and after administration of testosterone undecaonate 40 x 2 mg/day 
(Group 1); propionyl L-carnitine 1x2 g/day + acetyl L-carnitine 1x2 g/day 
(Group 2), acetyl l-carnitine alone 4 g/day (Group 3); propionyl l-carnitine 4 
g/day (Group 4) or placebo (Group 5), for 6 months. 



Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Right cavernous 
artery PSV (cm/ sec) 


1 


Testosterone 
undecaonate 
40 x 2 mg/day 


Before therapy 


33.2 ± 3.9 


During therapy 
(3 mos) 


32.8 ±4.2 


After therapy (6 mos) 


33.7 ± 3.7 


2 


Propionyl L- 
carnitine 
1x2 g/day + 
acetyl L-carnitine 
1 x2 g/day 


Before therapy 


33.9 ± 3.2 


During therapy 
(3 mos) 


33.9 ± 3.2 


After therapy (6 mos) 


33.9 ± 3.3 


3 


Acetyl L-carnitine 
2x2 g/day 


Before therapy 


28.9 ± 1.7 


During therapy 
(3 mos) 


32.2 ±2.2 


After therapy (6 mos) 


31.1 ± 1.4 


4 


Propionyl L- 
carnitine 
2x2 g/day 


Before therapy 


29.4 ±2.2 


During therapy 
(3 mos) 


33.2 ±2.1 


After therapy (6 mos) 


31.4 ± 1.8 


5 


Placebo 


Before therapy 


33.7 ± 4.3 


During therapy 
(3 mos) 


33.9 ± 5.0 


After therapy (6 mos) 


33.8 ±4.7 



The results presented in Table 3a indicate that the treatment with the 
compounds tested did not induce significant changes. 

Similar results emerged on measuring the PSV of the left cavernous artery; the 
results obtained, presented in Table 4a, show, in fact, that the treatment did not 
induce any significant changes. 
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TABLE 4a 

Peak systolic velocity (PSV) (mean value in cm/ sec) of the left cavernous artery of 
the penis as measured by dynamic colour Doppler ultrasonography before, during 
and after administration of testosterone undecaonate 40 x 2 mg/day (Group 1); 
propionyl L-carnitine 1x2 g/day + acetyl L-carnitine 1x2 g/day (Group 2), 
acetyl l-carnitine alone 4 g/day (Group 3); propionyl l-carnitine 4 g/day (Group 4) 
or placebo (Group 5), for 6 months. 



Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Left cavernous PSV 
(cm/ sec) 


1 


Testosterone 
undecaonate 
40 x 2 mg/day 


Before therapy 


33.6 ± 3.7 


During therapy 
(3 mos) 


32.6 ± 4.2 


After therapy (6 mos) 


33.5±3.5 


2 


Propionyl L- 
carnitine 
1x2 g/day + 
acetyl L-carnitine 
1x2 g/day 


Before therapy 


34.1 ± 3.3 


During therapy 
(3 mos) 


34.2 ± 3.3 


After therapy (6 mos) 


34.1 ± 3.5 


3 


Acetyl L-carnitine 
2x2 g/day 


Before therapy 


32.6 ± 1.9 


During therapy 
(3 mos) 


31.2 ± 4.4 


After therapy (6 mos) 


30.5 ± 1.1 


4 


Propionyl L- 
carnitine 
2x2 g/day 


Before therapy 


29.9 ± 1.8 


During therapy 
(3 mos) 


32.5 ± 2.3 


After therapy (6 mos) 


31.7 ± 1.9 


5 


Placebo 


Before therapy 


33.4 ± 4.0 


During therapy 
(3 mos) 


32.5 ±4.8 


After therapy (6 mos) 


32.7 ± 4.9 



The results presented in Tables 5a, 6a, 7a and 8a here below show that the 
treatments administered also induced no significant differences either in the case 
of the other vascular parameters (EDV and RI) or as affecting the right or left 
cavernous arteries. 
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TABLE 5a 

End-diastolic velocity (EDV) (mean value in cm/ sec) of the right cavernous artery 
of the penis as measured by dynamic colour Doppler ultrasonography before, 
during and after administration of testosterone undecaonate 40 x 2 mg/day 
(Group 1); propionyl L-carnitine 1x2 g/day + acetyl L-carnitine 1x2 g/day 
(Group 2), acetyl l-carnitine alone 4 g/day (Group 3); propionyl l-carnitine 4 
g/day (Group 4) or placebo (Group 5), for 6 months. 

Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 
— 


Right cavernous 
artery LUV 
(cm /sec) 


1 


Testosterone 
undecaonate 
40 x 2 mg/day 


Before therapy 




During therapy 
[6 mos) 


7.9 ± 3.6 


After therapy 
(6 mos) 


7.9 ± 3.6 


2 


Propionyl L-carnitine 
1x2 g/day + acetyl 
L-carnitine 1x2 
g/day 


Before therapy 


A Q -1- Q A 


During therapy 
(3 mos) 


7.1 ±3.8 


After therapy 


6.9 + 3.6 


3 


Acetyl L-carnitine 
2x2 g/day 


Before therapy 


7.5 ± 2.1 


During therapy 
(3 mos) 


6.4 ± 2.2 


After therapy 
(6 mos) 


8.6 ±4.0 


4 


Propionyl L-carnitine 
2x2 g/day 


Before therapy 


7.2 ± 2.3 


During therapy 
(3 mos) 


7.3 ± 2.0 


After therapy 
(6 mos) 


8.8 ± 4.4 


5 


Placebo 


Before therapy 


6.5 ± 3.8 


During therapy 
(3 mos) 


6.7 ± 4.0 


After therapy 
(6 mos) 


6.7 ± 4.3 
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TABLE 6a 



End-diastolic velocity (EDV) (mean value in cm/ sec) of the left cavernous artery of 
the penis as measured by dynamic colour Doppler ultrasonography before, during 
and after administration of testosterone undecaonate 40 x 2 mg/day (Group 1); 
propionyl L-carnitine 1x2 g/day + acetyl L-carnitine 1 x 2 g/day (Group 2), 
acetyl l-carnitine alone 4 g/day (Group 3); propionyl l-carnitine 4 g/day (Group 4) 
or placebo (Group 5), for 6 months. 



Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Left cavernous 
artery EDV 
(cm/ sec) 


1 


Testosterone 
undecaonate 
40 x 2 mg/day 


Before therapy 


7.7 ±3.5 


During therapy 
(3 mos) 


7.5 ± 3.3 


After therapy (6 
mos) 


7.4 ± 3.3 


2 


Propionyl L- 
carnitine 

1x2 g/day + acetyl 
L-carnitine 1x2 
g/day 


Before therapy 


6.4 ± 3.6 


During therapy 
(3 mos) 


6.4 ± 3.3 


After therapy (6 
mos) 


6.5 ± 3.2 


3 


Acetyl L-carnitine 
2 x 2 g/ day 


Before therapy 


8.2 ± 2.3 


During therapy 
(3 mos) 




After therapy (6 
mos) 


8.6 + 3.4 


4 


Propionyl L- 
carnitine 
2 x2 g/day 


Before therapy 


7.9 ± 2.3 


During therapy 
(3 mos) 


7.3 ±2.0 


After therapy (6 
mos) 


7.9 ± 4.2 


5 


Placebo 


Before therapy 


6.9 ± 3.8 


During therapy 
(3 mos) 


6.3 ± 3.8 


After therapy (6 
mos) 


6.2 ± 3.8 
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TABLE 7a 



Resistance Index (RI) (%) of right cavernous artery before, during and after 
administration of testosterone undecaonate 40 x 2 mg/day (Group 1); propionyl 
L-carnitine 1x2 g/day + acetyl L-carnitine 1x2 g/day (Group 2), acetyl 1- 
carnitine alone 4 g/day (Group 3); propionyl l-carnitine 4 g/day (Group 4) or 
placebo (Group 5), for 6 months. 

Data used were values subjected to angular transformation (sin- 1 V P/100) and 
presented as mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Right cavernous 
artery Rl % 


1 


Testosterone 
undecaonate 
40 x 2 mg/day 


Before therapy 


64.6 ± 8.4 


During therapy 
(3 mos) 


60.9 ± 8.4 


After therapy (6 
mos) 


61.1 ± 7.9 


2 


Propionyl L- 
carnitine 
1x2 g/day + 
acetyl L- 
carnitine 
1 x 2 g/day 


Before therapy 


64.2 ± 7.4 


During therapy 
(3 mos) 


63.7 ± 7.4 


After therapy (6 
mos) 


64.1 ±7.3 


3 


Acetyl L- 
carnitine 
2x2 g/day 


Before therapy 


50.7 ± 8.4 


During therapy 
(3 mos) 


60.4 ± 3.8 


After therapy (6 
mos) 


54.5 ± 7.0 


4 


Propionyl L- 
carnitine 
2x2 g/day 


Before therapy 


50.3 ±11.3 


During therapy 
(3 mos) 


61.2 ±6.0 


After therapy (6 
mos) 


52.0 ± 8.9 


5 


Placebo 


Before therapy 


64.5 ± 8.8 


During therapy 
(3 mos) 


64.4 ± 9.2 


After therapy (6 
mos) 


64.7 ± 9.9 
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TABLE 8a 



Resistance Index (RI) (%) of left cavernous artery before, during and after 
administration of testosterone undecaonate 40 x 2 mg/day (Group 1); propionyl 
L-carnitine 1x2 g/day + acetyl L-carnitine 1x2 g/day (Group 2), acetyl 1- 
carnitine alone 4 g/day (Group 3); propionyl l-carnitine 4 g/day (Group 4) or 
placebo (Group 5), for 6 months. 

Data used were values submitted to angular transformation (snrW P/100) and 
presented as means ± standard deviation. 



Group 


Type of therapy 


Observation time 


Left cavernous artery 
RI % 


1 


Testosterone 
undecaonate 
40 x 2 mg/day 


Before therapy 


61.5 ± 8.3 


During therapy 
(3 mos) 


61.5 ± 7.8 


After therapy (6 
mos) 


62.1 ± 7.0 


2 


Propionyl L- 
carnitine lx.2 
g/day + 
acetyl L-carnitine 
1x2 g/day 


Before therapy 


64.8 ±6.8 


During therapy 
(3 mos) 


64.9 ± 7.0 


After therapy (6 
mos) 


64.7 ± 7.0 


3 


Acetyl L-carnitine 
2x2 g/day 


Before therapy 


52.7 ± 7.6 


During therapy 
(3 mos) 


56.7 ± 4.3 


After therapy (6 
mos) 


55.5 ±5.6 


4 


Propionyl L- 
carnitine 
2x2 g/day 


Before therapy 


52.4 ± 4.3 


During therapy 
(3 mos) 


63.3 ± 4.2 


After therapy (6 
mos) 


53.1 ± 5.5 


5 


Placebo 


Before therapy 


63.3 ± 8.7 


During therapy 
(3 mos) 


64.6 ± 9.6 


After therapy (6 
mos) 


64.7 ± 8.7 



TABLE 9a 

Duration of full erections (in minutes) in the course of a recording period of three 
nights by Rigiscan before, during and after administration of testosterone 
undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 g/day + acetyl 
L-carnitine 1 x 2 g/day (Group 2), acetyl l-carnitine alone 4 g/day (Group 3); 
propionyl l-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 months. 

12 



Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Duration of full 








erections (in 








minutes) 


1 


Testosterone 


Before therapy 


108.3 ± 18.7 




undecaonate 


During therapy 


112.7 ± 21.1 




40 x 2 mg/day 


(3 mos) 








After therapy (6 


119.6 ± 26.0 






mos) 




2 


Propionyl L- 


Before therapy 


98.9 ± 18.5 




carnitine 1x2 


During therapy 


112.8 ± 16.1 




g/day + 


(3 mos) 






acetyl L-carnitine 


After therapy (6 


136.9 ±28.1 




1x2 g/day 


mos) 




3 


Acetyl L-carnitine 


Before therapy 


85 ± 9.0 




2x2 g/day 


During therapy 


132 ± 10 






(3 mos) 








After therapy (6 


89.4 ±6.0 






mos) 




4 


Propionyl L- 


Before therapy 


82 ± 7.0 




carnitine 


During therapy 


135 ± 13 




2x2 g/day 


(3 mos) 








After therapy (6 


90.2 ± 14 






mos) 




5 


Placebo 


Before therapy 


105.3 ± 21.2 






During therapy 


107.7 ± 21.2 






(3 mos) 








After therapy (6 


102.6 ± 22.9 






mos) 





Table 9a presents the data for duration of full nocturnal erections in minutes 
recorded by Rigiscan for a period of 3 nights before, during and after therapy 
with the combination according to the invention, with testosterone and with 
placebo. The combination according to the invention (Group 2) induced a 
significant increase in duration of full nocturnal erections both at 3 (F = 1 1.6; P < 
0.01) and at 6 months (F = 19.1; P < 0.01), while the administration of 
testosterone (Group 1) induced a significant increase in duration of full nocturnal 
erections at 6 months (F =12.4, P < 0.01), but not at 3 months (F = 1.01; P = 
n.s.). 

The duration of the nocturnal erections was greater after 6 months in the group 
treated with the combination according to the invention (F = 4.2, P < 0.05) than 
that of those observed after 6 months in the group treated with testosterone. The 
administration of placebo (Group 5) had no effect on the duration of full 
nocturnal erections (F = 2.4, P = n.s.). 
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In addition, using acetyl L-carnitine or propionyl L-carnitine alone (Groups 3 and 
4) the increase of the nocturnal erections was observed only after 3 months, this 
effect was not confirmed after 6 months of treatment. 

TABLE 10a 

Blood levels of total testosterone before, during and after administration of 
testosterone undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 
g/day + acetyl L-carnitine 1x2 g/day (Group 2), acetyl l-carnitine alone 4 g/day 
(Group 3); propionyl l-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 
months. 

Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Total testosterone 
nmol/l 


1 


Testosterone 
undecaonate 
40 x 2 mg/day 


Before therapy 


14.5 ± 2.1 


During therapy 
(3 mos) 


15. 5 ± 3.9 


After therapy (6 
mos) 


15.8 ± 2.6 


2 


Propionyl L- 
carnitine 1x2 
g/day + 

acetyl iy-carniunc 
1x2 g/day 


Before therapy 


15.9 ± 2.8 


During therapy 
(3 mos) 


15.2 ± 3.0 


After therapy (6 
mos) 


15. o ± 4.4 


3 


Acetyl L-carnitine 
2x2 g/day 


Before therapy 


9.4 ± 0.04 


During therapy 
(3 mos) 


9.5 ± 2.7 


After therapy (6 
mos) 


9.5 ±2.4 


4 


Propionyl L- 
carnitine 
2x2 g/day 


Before therapy 


9.2 ± 0.04 


During therapy 
(3 mosj 


9.1 ± 2.2 


After therapy (6 
mos) 


9.6 ± 2.7 


5 


Placebo 


Before therapy 


14.9 ± 2.0 


During therapy 
(3 mos) 


14.8 ± 2.3 


After therapy (6 
mos) 


14.9 ± 1.9 



Table 10a presents the data for blood total testosterone levels before, during and 
after therapy with the combination according to the invention (Group 2); 
testosterone (Group 1); placebo (Group 5); acetyl l-carnitine 4 g/day or propionyl 
l-carnitine 4 g/day (Groups 3 and 4). The treatment with the compounds tested 
induced no significant changes either 3 or 6 months. 
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Very similar results were obtained on analysing free blood testosterone during 
treatment with the compounds tested, the results obtained are presented in Table 
11a. 

TABLE 11a 

Blood levels of free testosterone before, during and after administration of 
testosterone undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 
g/day + acetyl L-carnitine 1x2 g/day (Group 2), acetyl l-carnitine alone 4 g/day 
(Group 3); propionyl l-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 
months. 



Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Free blood 

AAA /I 

testosterone pg/ml 


1 


Testosterone 
undecaonate 
40 x 2 mg/day 


Before therapy 


4.4 ± 0.8 


During therapy 
(3 mos) 


19.5 ± 4.2 


After therapy (6 
mos) 


19.7 ± 4.0 


2 


Propionyl L- 

carnitine 

1 x 2 g/day + 

dCCtyi JL/- Cell 111 LlIlC 

1 x 2 g/day 


Before therapy 


4.6 ± 1.0 


During therapy 
(3 mos) 


4.5 ±1.1 


After therapy (6 
mos) 


4.5 ± U.o 


3 


Acetyl L-carnitine 
2x2 g/day 


Before therapy 


5.3 ± 0.3 


During therapy 
(3 mos) 


5.4 ± 0.3 


After therapy (6 
mos) 


5.4 ± 0.7 


4 


Propionyl L- 
carnitine 
2x2 g/day 


Before therapy 


5.3 ±0.3 


During therapy 
(3 mos) 


5.4 ± 0.3 


After therapy (6 
mos) 


5.5 ± 0.8 


5 


Placebo 


Before therapy 


4.2 ± 0.6 


During therapy 
(3 mos) 


4.3 ±0.8 


After therapy (6 
mos) 


4.1 ± 0.7 
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TABLE 12a 

Blood levels of LH before, during and after administration of testosterone 
undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 g/day + acetyl 
L-carnitine 1x2 g/day (Group 2), acetyl 1-carnitine alone 4 g/day (Group 3); 
propionyl 1-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 months. 

Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


LH IU/1 


1 


Testosterone 


Before therapy 


8.9 ± 0.6 




undecaonate 


During therapy 


4.3 ± 0.6 




40 x 2 mg/day 


(3 mos) 








After therapy (6 


4.2 ± 1.2 






mos) 




o 


Proninnvl T>- 


Rp fo rp thpranv 


8.4 ± 0.9 




carnitine 1x2 


During theraov 


8.5 ± 0.7 




g/day + 


(3 mos) 






acetyl L-carnitine 


After therapy (6 


8.5 ± 0.8 




1x2 g/day 


mos) 




3 


Acetyl L-carnitine 


Before therapy 


8.2 ± 0.3 




2x2 g/day 


During therapy 


8.3 ± 0.2 






(3 mos) 








After therapy (6 


8.6 ±0.7 






mos) 




4 


Propionyl L- 


Before therapy 


7.9 ±0.2 




carnitine 


During therapy 


8.0 ± 0.3 




2x2 g/day 


(3 mos) 








After therapy (6 


8.5 ±0.8 






mos) 




5 


Placebo 


Before therapy 


8.7 ±0.6 






During therapy 


8.6 ±0.6 






(3 mos) 








After therapy (6 


8.7 ±0.5 






mos) 





Table 12a presents the data for blood levels of LH before, during and after 
treatment with the tested compounds. 

In particular, treatment with the combination according to the invention (Group 
2); placebo (Group 5); acetyl l-carnitine 4 g/day or propionyl l-carnitine 4 g/day 
(Groups 3 and 4) induced no significant changes in LH either at 3 or at 6 months. 
In contrast, the administration of testosterone led to a statistically significant 
reduction in blood levels of LH at 3 months, and a significant reduction at 6 
months. 
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TABLE 13a 



Blood prolactin levels before, during and after administration of testosterone 
undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 g/day + acetyl 
L-carnitine 1x2 g/day (Group 2), acetyl l-carnitine alone 4 g/day (Group 3); 
propionyl l-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 months. 



Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Prolactin meg/ ml 


1 


Testosterone 
undecaonate 
40 x 2 mg/day 


Before therapy 


7.7 ± 1.6 


During therapy 
(3 mos) 


7.4 ±1.7 


After therapy (6 
mos) 


7.3 ± 1.8 


2 


Propionyl L- 
carnitine 1x2 
g/day + 

acetyl L-carnitine 
1x2 g/day 


Before therapy 


7.6 ± 1.9 


During therapy 
(3 mos) 


7.4 ± 1.9 


After therapy (6 
mos) 


7.5 + 2.2 


3 


Acetyl L-carnitine 
2x2 g/day 


Before therapy 


7.5 ±0.3 


During therapy 
(3 mos) 


7 a 4- n ^5 


After therapy (6 
mos) 


7.8 ± 0.8 


4 


Propionyl L~ 
carnitine 
2x2 g/day 


Before therapy 


7.5 ±0.4 


During therapy 
(3 mos) 


7.5 ± 0.2 


After therapy (6 
mos) 


7.6 ±0.8 


5 


Placebo 


Before therapy 


7.4 ± 1.7 


During therapy 
(3 mos) 


7.7 ± 1.7 


After therapy (6 
mos) 


7.3 ± 1.8 



The results reported in Table 13a indicate that the treatment with the compound 
tested did not significantly increase blood prolactin levels. 
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TABLE 14a 



Scores on the International Index of Erectile Function questionnaire (IIEF-15) - 
"Erectile Function" section before, during and after administration of testosterone 
undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 g/day + acetyl 
L-carnitine 1x2 g/day (Group 2), acetyl l-carnitine alone 4 g/day (Group 3); 
propionyl l-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 months. 

Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Score 


1 


Testosterone 


Before therapy 


13.8 ± 2.7 




undecaonate 


During therapy 


16.7 ± 3.7 




40 x 2 mg/day 


(3 mos) 








After therapy (6 


20,2 ± 5.3 






mos) 




2 


Propionyl L- 


Before therapy 


11.4 ± 5.4 




carnitine 1x2 


During therapy 


16.7 ± 5.4 




g/day + 


(3 mos) 






acetyl L-carnitine 


After therapy (6 


21.9 ± 7.3 




1 x 2 g/ day 


mos) 




3 


Acetyl L-carnitine 


Before therapy 


8.8 ±4.4 




2x2 g/day 


During therapy 


12.5 ± 4.8 






(3 mos) 








After therapy (6 


9.1± 5.0 






mos) 




4 


Propionyl L- 


Before therapy 


7.9 ± 3.7 




carnitine 


During therapy 


13.3 ± 4.4 




2x2 g/day 


(3 mos) 








After therapy (6 


9.2 ±3.7 






mos) 




5 


Placebo 


Before therapy 


13.8 ± 1.1 






During therapy 


12.9 ±2.0 






(3 mos) 








After therapy (6 


14.2 ± 2.9 






mos) 





The results reported in Table 14a indicate that the scores on the International 
Index of Erectile Function questionnaire (IIEF-15) - "Erectile Function" section, 
before, during and after therapy with the combination according to the invention 
(Group 2); testosterone (Group 1); placebo (Group 5); acetyl l-carnitine 4 g/day or 
propionyl l-carnitine 4 g/day (Groups 3 and 4). The combination according to the 
invention and testosterone induced a significant increase in scores both at 3 
months (F = 31.5, P < 0.01 and F = 6.3, P < 0.05, respectively) and at 6 months 
(F - 18.9, P < 0.01 and F = 29.2, P < 0.01, respectively). Administration of the 
placebo (Group 5) acetyl l-carnitine 4 g/day or propionyl l-carnitine 4 g/day 
(Groups 3 and 4) induced no significant changes in scores. 
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TABLE 15a 



Scores on the "Intercourse Satisfaction" section before, during and after 
administration of testosterone undecaonate 40 x 2 mg/day (Group 1); propionyl 
L-carnitine 1x2 g/day + acetyl L-carnitine 1x2 g/day (Group 2), acetyl 1- 
carnitine alone 4 g/day (Group 3); propionyl l-carnitine 4 g/day (Group 4) or 
placebo (Group 5), for 6 months. 

Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Score 


1 


Testosterone 


Before therapy 


4.1 ± 0.8 




undecaonate 


During therapy 


4.8 ±0.8 




40 x 2 mg/day 


(3 mos) 








After therapy (6 


5.8 ± 1.9 






mos) 




2 


Propionyl L- 


Before therapy 


4.6 ± 1.0 




carnitine 


During therapy 


5.3 ± 1.2 




1 x 2 g/day + 


(3 mos) 






acetyl L-carnitine 


After therapy (6 


6.9 ±2.5 




1x2 g/day 


mos) 




3 


Acetyl L-carnitine 


Before therapy 


4.8 ±2.1 




2x2 g/day 


During therapy 


4.9 ± 1.9 






(3 mos) 








After therapy (6 


5.0 ±2.0 






mos) 




4 


Propionyl L- 


Before therapy 


4.4±3.0 




carnitine 


During therapy 


5.8 ± 3.7 




2x2 g/day 


(3 mos) 








After therapy (6 


4.6 ± 2.7 






mos) 




5 


Placebo 


Before therapy 


3.9 ±0.8 






During therapy 


4.3 ± 0.8 






(3 mos) 








After therapy (6 


4.1 ± 0.7 






mos) 





Very similar results were obtained in the "Intercourse Satisfaction" (Table 15a) 
and "Sexual Desire* sections (Table 16a). 

These results, too, indicate that the combination according to the invention 
(Group 2) and oral testosterone (Group 1) significantly increased intercourse 
satisfaction and sexual desire. 

Administration of the placebo (Group 5) acetyl l-carnitine 4 g/day or propionyl 1- 
carnitine 4 g/day (Groups 3 and 4) induced no significant changes in scores. 
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TABLE 16a 



Scores on the International Index of Erectile Function questionnaire (IIEF-15) - 
"Sexual Desire" section before, during and after administration of testosterone 
undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 g/day + acetyl 
L-carnitine 1x2 g/day (Group 2), acetyl 1-carnitine alone 4 g/day (Group 3); 
propionyl 1-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 months. 

Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Score 


1 


Testosterone 


Before therapy 


4.3 ± 1.0 




undecaonate 


During therapy 


5.7 ± 0.8 




40 x 2 mg/day 


(3 mos) 








After therapy (6 


7.1 ±0.9 






mos) 




2 


Propionyl L- 


Before therapy 


3.9 ± 0.8 




carnitine 1x2 


During therapy 


6.6 ± 1.3 




g/ day + 

O/ J 


(3 mos) 






acetyl L-carnitine 


After therapy (6 


7.3 ± 1.9 




1x2 g/day 


mos) 




3 


Acetyl L-carnitine 


Before therapy 


3.4 ± 2.0 




2x2 g/day 


During therapy 


5.9 ± 2.7 






(3 mos) 








After therapy (6 


4.7 ± 2.8 






mos) 




4 


Propionyl L- 


Before therapy 


3.6± 3.0 




carnitine 


During therapy 


5.3 ± 3.6 




2x2 g/day 


(3 mos) 








After therapy (6 


4.0± 2.2 






mos) 




5 


Placebo 


Before therapy 


3.3 ± 0.9 






During therapy 


3.3 ± 0.9 






(3 mos) 








After therapy (6 


3.5 ± 0.5 






mos) 





TABLE 17a 



Scores on the International Index of Erectile Function questionnaire (IIEF-15) - 
"Orgasmic Function" section before, during and after administration of 
testosterone undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 
g/day + acetyl L-carnitine 1x2 g/day (Group 2), acetyl 1-carnitine alone 4 g/day 
(Group 3); propionyl 1-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 
months. 
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Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Score 


1 


Testosterone 


Before therapy 


3.2 ± 1.2 




undecaonate 


During therapy 


3.9 ±0.9 




40 x 2mg/day 


(3 mos) 








After therapy (6 


4.7 ± 1.8 






mos) 




2 


Propionyl L- 


Before therapy 


3.7 ± 1.1 




carnitine 1x2 


During therapy 


5.4 ± 1.3 




g/day + 


(3 mos) 






acetyl L-carnitine 


After therapy (6 


7.2 ± 1.1 




1x2 e/day 


mos) 




3 


Acetyl L-carnitine 


Before therapy 


3.2 ± 2.7 




2x2 g/day 


During therapy 


5.0 ±2.6 






(3 mos) 








After therapy (6 


4.4 ± 1.9 






mos) 




4 


Propionyl L- 


Before therapy 


3.2 ± 1.9 




carnitine 


During therapy 


6.0 ± 1.8 




2x2 g/day 


(3 mos) 








After therapy (6 


4.0 ±2.5 






mos) 




5 


Placebo 


Before therapy 


2.9 ±0.7 






During therapy 


3.4 ± 1.6 






(3 mos) 








After therapy (6 


3.0 ±0.6 






mos) 





The results reported in Table 17a indicate that the scores on the International 
Index of Erectile Function questionnaire (IIEF-15) - "General Satisfaction" 
section, before, during and after therapy with the combination according to the 
invention (Group 2); testosterone (Group 1); placebo (Group 5); acetyl l-carnitine 
4 g/day or propionyl l-carnitine 4 g/day (Groups 3 and 4). The treatment induced 
significant changes; in particular, the combination according to the invention 
significantly increased the scores at 3 months (F - 33.3 P < 0.01) and at 6 
months (F = 33.6, P < 0.01). The administration of testosterone, acetyl l-carnitine 
4 g/day or propionyl l-carnitine 4 g/day (Groups 3 and 4) or placebo (Group 5) 
failed to induce any significant changes in scores. 

These results indicate that the combination according to the invention (Group 2) 
is significantly more active than testosterone (Group 1) acetyl l-carnitine 4 g/day 
or propionyl l-carnitine 4 g/day (Groups 3 and 4) or placebo (Group 5) in 
increasing the general well-being (coenaesthesia) of patients receiving the 
therapy. 
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TABLE 18a 



Scores on the International Index of Erectile Function questionnaire (IIEF-15) - 
"General Satisfaction" section before, during and after administration of 
testosterone undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 
g/day + acetyl L-carnitine 1x2 g/day (Group 2), acetyl l-carnitine alone 4 g/day 
(Group 3); propionyl l-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 
months. 



Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Score 


1 


Testosterone 


Before therapy 


3.2 ±0.6 




undecaonate 


During therapy 


3.7 ± 1.1 




40 x 2 mg/day 


(3 mos) 








After therapy (6 


4.4 ± 2.2 






mos) 




2 


Propionyl L- 


Before therapy 


3.1 ±0.6 




carnitine 1x2 


During therapy 


5.2 ± 1.5 




g/day + 


(3 mos) 






acetyl L-carnitine 


After therapy (6 


7.1 ± 1.8 




1x2 g/day 


mos) 




3 


Acetyl L-carnitine 


Before therapy 


3.2 ± 1.4 




2x2 g/day 


During therapy 


5.2 ± 1.8 






(3 mos) 








After therapy (6 


4.1 ± 1.4 






mos) 




4 


Propionyl L- 


Before therapy 


2.9±1.4 




carnitine 


During therapy 


5.0±1.9 




2x2 g/day 


(3 mos) 








After therapy (6 


3.9 ± 1.4 






mos) 




5 


Placebo 


Before therapy 


2.8 ±0.7 






During therapy 


2.9 ± 0.5 






(3 mos) 








After therapy (6 


3.1 ± 0.8 






mos) 





The results reported in Table 18a indicate that the scores on the International 
Index of Erectile Function questionnaire (IIEF-15) - "Orgasmic Function" section, 
before, during and after therapy with the combination according to the invention 
(Group 2); testosterone (Group 1); placebo (Group 5); acetyl l-carnitine 4 g/day or 
propionyl l-carnitine 4 g/day (Groups 3 and 4). The combination according to the 
invention significantly increased the scores at 3 months (F = 33.6, P< 0.01) and 6 
months (F = 21, P < 0.01). The administration of testosterone significantly 
increased the scores at 3 months (F = 12.6, P < 0.01) but not at 6 months (F = 
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2.3, P = n.s.). The placebo, acetyl 1-carnitine 4 g/day or propionyl 1-carnitine 4 
g/day (Groups 3 and 4) did not induce any significant changes in score. 

These results indicate that testosterone and the combination according to the 
invention are significantly more active than placebo, acetyl 1-carnitine 4 g/ day or 
propionyl 1-carnitine 4 g/day (Groups 3 and 4) in increasing the general 
satisfaction of patients receiving the treatment. In particular, the combination 
according to the invention proved significantly more active than testosterone. 

TABLE 19a 

Scores on the Hamilton Depression Scale questionnaire (DMS III) before, during 
and after administration of testosterone undecaonate 40 x 2 mg/day (Group 1); 
propionyl L-carnitine 1x2 g/day + acetyl L-carnitine 1x2 g/day (Group 2), 
acetyl 1-carnitine alone 4 g/day (Group 3); propionyl 1-carnitine 4 g/day (Group 4) 
or placebo (Group 5), for 6 months. 

Data are mean ± standard deviation. 



Otouti 

V_J i \J up 


Tvnp of thpranv 


Observation time 


Score 


1 


Testosterone 


Before theraov 


6.6 ± 1.0 




undecaonate 


During therapy 


5.8 ± 0.7 




40 x 2 mg/day 


(3 mos) 








After therapy (6 


5.1 ± 1.3 






mos) 




2 


Propionyl L- 


Before therapy 


6.3 ± 1.1 




carnitine 1x2 


During therapy 


4.7 ± 0.9 




g/day + 


(3 mos) 






acetyl L-carnitine 


After therapy (6 


3.2 ± 1.1 




1x2 g/day 


mos) 




3 


Acetyl L-carnitine 


Before therapy 


6.7± 1.4 




2x2 g/day 


During therapy 


4.8 ± 1.4 






(3 mos) 








After therapy (6 


5.8± 1.3 






mos) 




4 


Propionyl L- 


Before therapy 


6.2 ± 1.7 




carnitine 


During therapy 


5.4 ± 1.6 




2x2 g/day 


(3 mos) 








After therapy (6 


5.9 ± 1.6 






mos) 




5 


Placebo 


Before therapy 


6.8 ± 0.8 






During therapy 


5.8 ±0.7 






(3 mos) 








After therapy (6 


5.5± 1.1 






mos) 





The results reported in Table 19a indicate that the scores on the DMS III 
questionnaire before, during and after therapy with the combination according to 
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the invention (Group 2); testosterone (Group 1); placebo (Group 5); acetyl 1- 
carnitine 4 g/day or propionyl 1-carnitine 4 g/day (Groups 3 and 4). The 
combination according to the invention induced a significant decrease in DMS III 
scores both at 3 months (F = 19.2; P< 0.01) and at 6 months (F = 13.0; P< 0.01). 
The administration of testosterone induced a significant decrease in DMS III 
scores at 3 months (F = 4.07; P < 0.05), but not at 6 months (F = 2.5; P = n.s.). 
The administration of placebo, acetyl 1-carnitine 4 g/day or propionyl 1-carnitine 4 
g/day (Groups 3 and 4) induced a significant decrease in DMS III scores at 3 
months, but not at 6 months. No significant difference was detected between the 
scores obtained at 6 months with placebo or and testosterone (F < 1, P = n.s.), 
whereas the score obtained with the combination according to the invention was 
significantly lower (F = 17.4; P< 0.01). 

These results indicate that the combination according to the invention is 
significantly more active than the other tested compound. 

TABLE 20a 

Scores on the fatigue scale before, during and after administration of testosterone 
undecaonate 40 x 2 mg/day (Group 1); propionyl L-carnitine 1x2 g/day + acetyl 
L-carnitine 1x2 g/day (Group 2), acetyl 1-carnitine alone 4 g/day (Group 3); 
propionyl 1-carnitine 4 g/day (Group 4) or placebo (Group 5), for 6 months. 

Data are mean ± standard deviation. 



Group 


Type of therapy 


Observation time 


Score 


1 


Testosterone 


Before therapy 


2.8 ± 1.3 




undecaonate 


During therapy (3 mos) 


1.1 ± 1.0 




40 x 2 mg/day 


After therapy (6 mos) 


0.6 ±0.4 


2 


Propionyl L- 


Before therapy 


2.7 ± 1.3 




carnitine 1x2 


During therapy (3 mos) 


1.3 ± 1.1 




g/day + 


After therapy (6 mos) 


0.5 ±0.4 




acetyl L-carnitine 








1 x 2 g/day 






3 


Acetyl L-carnitine 


Before therapy 


3.2 ±2.8 




2x2 g/day 


During therapy (3 mos) 


1.4 ± 1.6 






After therapy (6 mos) 


2.2 ± 1.8 


4 


Propionyl L- 


Before therapy 


2.8 ± 1.9 




carnitine 


During therapy (3 mos) 


1.2 ± 1.1 




2x2 g/day 


After therapy (6 mos) 


2.3 ± 1.9 


5 


Placebo 


Before therapy 


2.9 ± 0.8 






During therapy (3 mos) 


2.9 ±0.8 






After therapy (6 mos) 


3.0 ± 0.8 
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The results reported in Table 20a indicate that the scores on the fatigue scale 
questionnaire before, during and after therapy with the combination according to 
the invention (Group 2); testosterone (Group 1); placebo (Group 5); acetyl 1- 
carnitine 4 g/day or propionyl 1-carnitine 4 g/day (Groups 3 and 4). The 
combination according to the invention induced a statistically significant increase 
in the scores at 3 months (F = 12.2, P< 0.01) and at 6 months (F - 9.3, P< 0.01). 

The administration of testosterone induced a statistically significant increase in 
the score at 3 months (F = 33.6, P < 0.01) but no significant increase at 6 
months (F = 5.9, P = n.s.). 

Placebo, acetyl 1-carnitine 4 g/day or propionyl 1-carnitine 4 g/day (Groups 3 and 
4) induced no significant changes in score. 

The results presented in Table 20a indicate that testosterone and the 
combination according to the invention are significantly more active than placebo, 
acetyl 1-carnitine 4 g/day or propionyl 1-carnitine 4 g/day (Groups 3 and 4) in 
increasing the sensation of general well-being in the patients treated. The best 
results were achieved with the compound according to the invention. 

Unlike placebo, acetyl 1-carnitine 4 g/day or propionyl 1-carnitine 4 g/day 
(Groups 3 and 4) both testosterone and the combination according to the 
invention proved capable of attenuating the symptoms of andropause. 

Neither of the compounds tested induced pathological changes affecting the 
cervico-urethral district. In any event, for testosterone, as mentioned above, its 
use is still contraindicated in the case of disease of the prostate district as well as 
for the onset of troublesome adverse effects on the liver, on lipid status, on 
cardiovascular and prostate diseases, and on sleep and behavioural disorders. 

It should be stressed that an important proportion of patients above 50 years of 
age suffer from diseases of the cervico-urethral district, and therefore cannot be 
treated with testosterone. 

Moreover, the combination of the invention presented high efficacy in the most 
clinically significant and those involving patients' compliance aspects (see Tables 
9a, 12a, 14-20a). 

The combination according to the invention may therefore be regarded as the 
drug of choice in the treatment of patients with symptoms associated with ageing, 
since, in addition to being more active than testosterone, it can be used in a 
larger number of patients. 
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I declare further that all statements made herein of my own knowledge are true 
and that all statements made on information and belief are believed to be true; 
and further that these statements were made with the knowledge that wilful false 
statements and the like so made are punishable by fine or imprisonment, or both, 
under Section 1001 of Title 18 of the United States Code and that such wilful 
false statements may jeopardize the validity of the application or any patent 
issuing thereon. 
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